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Dr. Eric L Foxnuin
Bloforce of Ameriq Ltd.
P.o. Box 507
KinderhoolqNew York 12106

War Dr. FoxmaIx

This is in response to your letter of June 21, 1996,whichwas receivedby the Food and Drug
. .

Mmmstrdon (FDA) on July 23, 1996,concerningthe changesyou are making in the statements
of nutritional support that you are makingpursuantto section 403(r)(6) of the Federal F@
Drug and CosmeticAct (the act). Your letter responds to a letter of June 12, 1996 from the
FDA. Your submission states that you are changing the statements for your products to the
followin& ~

‘Stinging Nettle”
No s/a&mertt ofma?itiondsupport wiilbe made. .

‘lkq.dlosafr
IMtated throat or lungscan leadto fits of coughing. The components of A Vogel’s
Bronohosanhelp to soothe the throat and lungs.
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‘ - ls-%fa,td rn6i@pf,eWiI$l@t@;~tm4Q3(!j(Q of&~-ao@&es” cl~ti~-entincluded.. --- -
—-—

..

m Iabel@gunder the authority of @t section rqay got --~-~~-agposi+ x; @&:~ 0~ -.
prt+mt a“+ecific dixkseorcks of&eaii3s.-The st.tit&&&@atIyou4re.rniki@ fix. - -... - .- ~
“&onohosan” suggest that it is intknded to treat or mitigate _ in @ it olahqs to help
“soothe the throat and hmg#’ and states that “~rritated throat or lungs can lead to fits of
ooughing.” Tlxxeforq this okim does not meet the requirements of -on 403(r)(6) of the act.
This clalrn suggests that this product is intended for use as a drug within the meaning of section
201(g)(l)(13) of the aq and that it is subject to regulation under the drug provisions of the act. If
you intend to make a claim of this nature, you should contact FDA’s Center for Drug Evaluation
and Research (CDER), Office of Compliance, HFD-3 10, 7520 Standish Place, RocMle,
Ma@nd 20855. .

We acknowledge your statement that you will add the disclaimer required by section 403(r)(6)(C)
of the act to the label for “Gastrosan” at the next printing of the label.
This disclaimer must contai~ prominently displayed and in boldface type, the following: “This
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l%go2-Dr. E& LFoxm&
-.

sMemeuthasnotbeeQcvabtedbytheFbodandDrug~ “on. Tflisproductisnot
intendedtodiagw’q trea$~orpmve!atany disease”

Sincerelyyoq

James Tanner, PhD.
Ming Director, .
Divisionofprograms and

Momma Policy
ma of special MtritionaIs -
Center forF@ Safkty

and Applied Nutrition

Copies
FDA CemterforDrug EvaI@”onand _ Ollice of Complianaj HFD-300
FDA New YorkDtict _ Mice ofCanpliancq HFR-NE140
FD& (Mike of the kociate ComrnissionerforRegulato~ _ Of&e of IMorcemeng

HFG200.
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